PM3006720190 


WSA Master Schedule (Template) 


ID 

Task Name 

(Moml Miteslofifls} 


fl 

| Start 

Finish 

["predocesso/s 

Com manta 

C 

WSA Master Pten (Template) 

NO 


593 days 



mm 


1 

NonCiinlcal 

No 

0% 

473 days 

Tue 7/1/03 

Thu 5/19/05 



2 

Translation A Verfflcaiion Phase 

No 

0% 


mm 

Wed 3/23/05 



3 

Product Integrity preparation and analysis (Acceptability) lor sample cigarette 
production using preliminary produet specifications 

NO 

0% 



Thu 5/20/04 



A 

Study design development 

NO 

0% 

21 days 





5 

Pi Review ot study design 

No 

0% 

2 days 

Tnu 7/31/03 

Pli 6/1/03 

4 


6 

Request Cigs 

No 

0% 

1 day 

Mon mm 

Mon 8/4/03 

5 


7 

Preparation for Production 

No 

0% 

15 days 

Tue 6/5/03 

Mon 8/25/03 

MBiMfll 

could be as long as 6 wks? 

6 

Non - clinical (Acceptability) testing production using preliminary product specilicaiions 

NO 

0% 

10 days 

Tue 8/26/03 

wed 9/10/03 

7 


H 

AMA/PTL (Acceptability) Testing of sample cigarettes using preliminary product 
sped nee none 

NO 

6% 

12 days 

Thu 8/11/03 




H 

Produce Tesi R03ults 

No 

0% 

10 days 

Thu 9/11/03 

Wed 9/24/03 

8 


HI 

PI Review of Results 

No 

0% 

2 days 

ThU 9/25/03 

Fri 9/26/03 

10 


■ 

Non - clinical (Acceptability) studies on product using preliminary specifications 

NO 

0% 

200 days 

Mon E/4/03 

Thu 5/20/04 



Bfl 

Requesl shipment of Clgs using preliminary product specification to Lab 

No 

0% 

I day 

Mon 9/29/03 

Mon 9/29-03 

11 


r 

Ship Cigarattes to tab tor (Acceptability) Test 

No 

0% 

22 days 

Tue 9/30/03 

Wed 10/29/03 

13 


Hi 

Contract Lab (Accepts blllty)T&stl no 

NO 

ML 

121 days 

Moo 6/4/D3 

Thu 1/29/04 




Non Clinical fcxperfmental (Acceptability) Start 

Yes 

0% 

0 days 

Wed 10/29/03 


14 


Kfl 

Non Clinical Experimental (Acceptability) In Progress 

No 

0% 

121 days 

Mon 8/4/03 

ThU 1/29/04 



19 

Protocol review 

No 

0 % 

1 day 

Mon 6/4/03 

Mon 0/4/03 

5 


H 

Ames 

NO 

0% 

5 days 

Tue 8/5/03 

MOO 8/11/03 

18 


L!_ 

Protocol review 

No 

0% 

l day 

Mon 8/4/03 

Mon 8/4/03 

5 


m 

Cyfotcx 

No 

0% 

3HH 

Tue 8/5/03 

Mon a'25/03 

20 


m 

Protocol review 

No 

0% 

'mam 


Mon fi/4/03 

5 


u 

Mouse Lymphoma 

NO 

c% 

30 days 

Tue 8/5-03 

Wed 9/17/03 

22 


H 

Protocol review 

No 

0% 

1 day 

Mon 8/4/03 

Mon 6-4/03 

5 


Kfl 

Cheinisiiy 

No 

0% 

120 days 

Tue 8/5/03 

ThU 1/29.04 

24 


m 

Protocol reviAw 

NO 

0% 

t day 

Mon 8/4/03 

Mon 8/4/03 

5 


m 

Metals 

No 

0% 

6 days 



26 


n 

Protocol review 

No 

0% 

1 day 



5 


m 

Micronucleus 

No 

0% 

30 days 



28 



Protocol rrjviow 

No 

0% 

1 day 

Mon 8/4/03 

Mon 8/4/03 

5 


Bfl 

Inhalation 

NO 

0% 


vmmm 


30 


Kfl 

Non Clinical Experimental (Acceptability') Completed 


0% 

Odays 

Thu 1/29/04 

Thu 1/29/04 

17 


33 

Non Clinical (Acceptability) Final Reports Complete 


0% 

194 days 

Tue B/12/03 

Thu 5/20/04 



34 

Ames 

No 


100 days 

Tue 6/12/03 

Wed 1/7/04 

19 


Bfl 

cyiotox 

NO 

u% 

4U days 

Tue 8/26/03 

Wed 10/22/03 

21 


Kfl 

Mouse Lymphoma 

No 

0% 

70 days 

Thu 9/1 0/03 

Tue 12/30/03 

23 


37 

Chemistry 

NO 

0% 

70 days 

Fri 1/30/04 

Fri S/7/04 

25 

. 
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PM3006720191 


WSA Master Schedule (Template) 


n 

Task Name 



Duration 

Srart 

Finis* 

Pre dacessors 

Comments 

i 

Metals 

No 

0% 

30 days 

Tue 8/12/03 

Fri 12/5/03 

27 


Micronucleus 

No 

0% 

120 days 

Thu 9/18/03 




1 

Inhalation 

No 

0% 

120 days 

Wed 11/26/03 




m 

All Oran (Accepiauiniy) Reports Competed 

Yes 

0% 

Odays 

THU 5/20/04 

Thu 5/20/04 

33 


M 

Product Integrity preparation and analysis (Claims Support) tor sample cigarette 
production using final product specification a 

NO 

0% 

433 days 

Tua 7/1/03 

Wed 3/23/05 



m 

Topography date generation (through Sensory Group) 

No 

0% 

543 

Tee 7/1/03 

Thu 8/17/04 


fHrooi cllnk-e!-<mly need e tor topography dptp 

available. | 

m 

Subject Recruitment 

NO 

0% 

10 days 

Fri 5/21/04 

Thu 6/3/04 

41 


m 

Data generation 

No 

0% 

10 days 


Tnu &17/04 

44 


m 

1 opogmphy no ra available 

Yes 

oy» 

■■s 


Tue 7H/03 


Needs Dependency (s). 

HI 

Study design development (for Chemistry) 

NO 

0% 


Tua 7/1/03 

wed 7/30/03 


Nwids Dependency (s). 


Pi Review of study design 

No 

0% 



Fri 0/1/03 

47 



Request cigs 

No 

0% 



Mr>n 9/4/03 

40 


SO 

Non ■ clinical (Claims Support) testing production using final product Specifications 

NO 

0% 


Mon 8/4/03 

Fri 8/15/03 

40 


51 

“ *52 

AMA4»TL (Claims Support) Testing of snmpte ciparctlo* u*ir>g final product 
specifications 

No 

0% 


Mon 8/1 fl/M 

Thy 3/4/03 



Produce Test Results 

No 

0% 


Mon a/18/03 

Tue 9/&03 

50 


m 

PI Review oi Results 

No 

0% 

2 days 



52 


r 

Non - Clinical (Claims Support) studies on product using final specifications 

No 

0% 

410 days 

MOh 8/4/03 

Wed 3/23/D5 



HI 

Request Shipment oi Cigs using final product specification to Lab 

No 

0% 

1 day 

Frl 9/5/03 

Fn a's/03 

53 


m 

Ship Cigarettes to lab for (Claims Support) Test 

NO 

0% 

22 nays 

Mflh 9JB/03 

Tue 10/7/03 

55 


HI 

contract Lab (Claims Support)Testing 

No 

0% 


Mon 8/4/D3 

Thu 12/9/04 



HI 

NcmClinkSftl txperimental (Claims Support) Start 

Yes 

0% 


Tue 1017/03 

file 1W7/03 

56 



Non Clinical Expvrlmantel (Claim* Support) In Progress 

No 

9% 


Men 8/4/03 

Thu 12/9/04 




Protocol review 

NO 

0% 

l day 


Mon 8/4/03 

48 



Arnes 

No 

0% 

S day s 

FriS18/<M 

ThU 6/24/04 

60.43 

5/1/03 new dependency (Tsk 43): Topography Data (il 
needed)? 


Protocol review 

No 

0 % 

r da y 

Mon 6/4/03 


48 



Cytolox 

No 

0% 

15 days 

Fri 6/1604 

Fri 7/9/04 

62,43 

5/1/03 new dependency (Tsk 43): Topography Data (II 
needed)? 

64 

Protocol review 

No 

0% 

1 day 

Mon fi/4/03 

Mon R/4/03 

4fi 


H 

Mouse Lymphoma 

No 

0% 

30 aays 

Fri 6/1 a'04 

gj 

64,43 

5/1/03 new dependency (Tsk 43): Topography Data (if 
needed)? 


Protocol review 

No 

0% 



J§ 

48 


m 

Chemislry 

Nd 



Fri 6/18/04 

Thu 12/9/04 

68,43 

S/1/03 new dependency (Tsk 43): Topography Data (11 
needed)? 

LJ 

protocol review 

No 

0% 

1 day 

Mon S/4/03 

Mon 8/4/03 

46 


m 

Skin Painting (ISO) 

NO 

0% 

140 days 

Tue 8/5/03 

Thu 2/26/04 

68 


m 

Protocol review 

No 

mm 


MOn a/4/03 

Mon 0/4/03 

40 


m 

Meiais 

NO 



Fri 6/16104 

Thu 6/24/04 

70.43 

5/1/03 new dependency (Tsk 43): Topography Data (it 
needed)? 

HI 

Protocol review 

No 


1 day 



48 


H 

Micron ucleus 

No 

0% 

30 days 

Tue 6/5/03 

Wed 9/17/03 

72 


H 

Protocol review 

No 

'MWM 

1 day 



48 


H 

Inhalation 

No 





74 
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PM3006720192 


WSA Master Schedule (Template) 


m 

Task Name 


% Complere 

Ours bon 

Start 

fims/r 

Predecessors 

Comments 

H 

Mqn Clinical Experimental (Claims Support) Completed 

Yes 

6% 

0 days 

Thu 12/9/01 

Thu 12/9/04 

59 


■ 

Non Clinical (Claims Support) Final Reports Complete 

No 

0% 

379 days 

Thu 9/18/03 

Wed 3/23/05 



H 

Ames 

NO 

0% 

100 days 

Fri 6/25/04 

Tue 11/1^04 

61 


11 

Cytotox 

NO 

0% 

40 days 

Mon 7/12/04 

mbs 

63 



Mouse Lymphoma 

NO 

0% 

70 days 

Mon 8/2/04 


65 


Ifl 

Chemistry 

No 

0% 

70 days 

Fri 12/10/04 

. 

wed 3/23/05 

67 


H 

Skin Painting (ISO) 

NO 

0% 

120 days 

Fri 2*27/04 

Mon 8/16/04 

69 



Metals 

No 

0% 

80 days 

Fri 6/25/04 

Tue 1 (VI9/04 

71 


r 

Micronucteus 

NO 

0% 

120 days 

Thu 3/10/03 

Thu 3*11/04 

73 


H 

Inhalation 

NO 

0% 

120 days 

Mon 12/1/03 

Fri 5/21,*04 

75 


H 

All Final (Claims Support) Reports Completed 

Yes 

0% 

0 days 

Wed 3/23/05 

Wed 3/23/05 

77 


H 

Validation & Pinal Transfer Phase 

No 

0% 

40 days 

Thu 3/24/05 

Thu 5/19/05 



H 

Scientific data compilation (Non - Clinical) 

NO 

0% 

20 days 

Thu 3'24/05 

Wed 4/20/05 

86.41 



Scientific data compilation (Non-Clinical) completed 

Yes 

0% 




m 


90 

Scientific Data Summary (Non-Clinical & Clinical) 

NO 

0% 




89.144,191,251.250 


91 

Scientific Data Summary (Non-Clinica! & Clinical) Completed 

Yes 

0% 

Odays 

Thu 5/5/05 

Thu 5/&'05 

90 


H 

Scientific Data Summary (Non-Clinical A Clinical) final internal business review 

NO 

0% 


Fri 5/6/06 


01 



Scientific Data Summary (Non-Clinical & Clinical) final Internal business review (completed) 

Yes 

0% 

0 days 

Thu 5/19/05 

Thu 5/19/05 

92 



ClinlcebShort Term (Study * aoe» here) 

No 

0% 

280 days 

Toe 7/1/03 

Tue 8/10/04 



wm 

investigator s Brochure 

No 

0% 





Decision on whether thi3 teak belongs to clinical? Needs 

.Dependency (s) 


Define Study Objectives 

No 

0% 


Tue 7/1/03 




H 

Develop Protocol Summa^ 

NO 

0% 

IS days 

Mon 7/7/03 

Fri 7/25/03 

96 

■ 

■ 

LlMg+LUZUdAiimUMl 

11 

project Plan 

No 

0% 






ftl 

Development of Project Plan 

No 

0% 



Fri 7/11/03 

96 



Resource Allocation 

No 

0% 

0 days 

Fri 7/11/03 

Fri 7/11/03 

99 

Aw 



Sfydy BudgeL'SchetJuJe 

No 

0% 

Odays 

Fri 7/11/03 


100 




CRO Services 

NO 

0% 



Mon 9/22/03 



Bfl 

Clinical Site Selection 

No 

0% 

0 days 

Thu 7/3/03 

Thu 7/3/03 

06 


H 

Project Agreement with CRO (Recruitment) 

No 

0% 

25 days 

Mon 7/7/03 

Fri 6/6/03 

103 



Purchase Requisition for recruitment 

No 

0% 

2 days 

Mon a'11/03 


104 



project Agreement wiin CRO (Screening, Study Execution) 

No 

0% 


Wed QH 1D3 

Thu 9*16/03 

105 



Purchase Requisition for Study Execution 

No 

0% 

2 days 

Fri 9/19/03 

Mon 9/22/03 

106 



Monitoring Services 

No 

0% 

27 days 

Fri 7/25/03 




1 

Monitor Selection 

No 

0% 

Odays 

Fli 7/25/03 

Ffi 7/25/03 

97 


H 

Project Agreement for Monitoring Services 

No 

0% 

26 days 

Mon 7/28/03 

Tue 9/2/03 

109 


IH 

Purchase Requisition for Monitoring Services 

No 

6% 

2 dayc 

Wed 0/103 


110 



Development and Validation of eioanatytical Methods (if required) 

NO 

o% 

130 days 

Mon 7/7/03 


96 


HI 

Questionnaire Development 

NO 

o% 

30 days 

Mon 7/7/03 

Frr 8/16/03 

96 



WSA Master plan Template G-11-03.mpp Page 3 of B PMUCA Confidential 

Wfifl 6111 /031:34 PM_ 


Source: https://www.industrydocuments.ucsf.edu/docs/mfcj0001 



















































































































































































PM3006720193 


WSA Master Schedule (Template) 


m 

Task Nana 

fMgmt Milestones) 

* Compile 

Duration 

Start 

Finish 

Predecessors 

Comments 

H 

Protocol 

NO 

0% 

27 days 

Mon 7/26/W 

Thu 9/4/03 



y 

DcvclopvnciiJ of Draft Protccoi 

NO 

0% 

15 days 

Mor? 7/28/03 

Fri 8/15/03 

97 


Hi 

internal Revkiw ol Draft Protncd 

NO 

0°A 

UHMyft 

Mon fl/ia'Q3 

Tue 9/2/03 

115 


m 

Revise Draft Protocol 

No 

0% 

2 days 

Wed 9/3/03 


116 


HI 

Informed Consent 

No 

0% 

10 days 

Mon 8/4/03 

Fri 8/1GAJ3 




Development of Informed Consent 

NO 

0% 

to days 

Mon 8/4/03 

Fri 8/15/03 

115SS+5 days 


m 

External Review or Oral! Protocol and Informed Consent 

No 

0% 

15 days 

Fri 9/6/03 

Thu 9/25/03 

117,119 


m 

Revise Draft Protocol and informed Consent 

NO 

0% 

6 days 

Ffl 9/26/03 

Thu 10/2/03 

120 


HI 

Investigators Brochure available 

NO 

0% 

Odays 

Thu 10/2/03 


121 , 95~ 

Need for IRB submission. 

m 

Pinal Draft Informed Conssnt. Protocol 

NO 

0% 

Odays 

Thu 10/2/03 

Thu 10/2/03 

122 


H 

Data analysts plan 

No 

6% 



Mon 12/1/03 

423 

Aseumec standardized plan 

m 

IRQ review 

NO 

0% 




123 


u 

IRS Approval 

Nd 

0% 



Thu 1 a/9/03 

125 


m 

Pinal Irdormed Consent, Protocol 

No 

0% 

0 days 

Thu 10/9/03 


126 


m 

ftecruJimem 

No 

0% 

30 days 


Thu ll/U'03 

123,104 


m 

Screening 

NO 

0% 


Fri 11/14/03 

Mon 12/22/03 

126,106,128 



Rcquesi Test Cigarettes 

No 

0% 


Fri 7/11/03 

Fri 7/tt/OO 

99 



Propar alien of Test Cigarettes 

No 

0% 

65 days 

Mon 7/14/03 

Tue 10/14W 

«rir 

Assumes standard timeframe Tor production 


Test Cigarettes 

NO 

0% 

Odays 

Tue 10/14/03 

Tue 10/14/03 

mm 


m 

Clinical Testing 

No 

0% 

5 days 

Mon 12/22/03 

Thu 1/1/04 



m 

Clinical Testing Start 

Yes 

0% 

Odays 


Won 12/22/03 

126,132.129 


Hi 

Clinical Testing in Process 

No 

0% 

10 edays 


Thu 1/1/04 

134 

Includes weekends 


Clinical Testing Completed 

Yes 

0% 

0 days 

TttU 1/1/04 

THU 1/1/04 

13b 


m 

Topgraphy Data Available 

Yes 

0% 

0 days 

Fri 1/30/04 

Fri 1/30/04 

136FS+20 days 



Lab Analysis 

No 

0% 

60 days 

Fri 1/2/04 

Fri 3/26/M 

136 


■ 

Data Management 

No 

0% 

20 days 

MOD 3/29/04 

Fri 4/23/04 

138 


m 

Data Analysis 

No 

0% 

20 days 

Mon 4/26/04 

Mon 5/24/04 

139 


m 

Draft Report 

No 

0% 

20 days 

Tue 6/26/04 

Men 6/21/04 

140,139,136 


m 

Ctinicaf Evaluation Review of Draft Report 


0% 

15 days 

Tue 6/22/04 

Tue 7/13/04 

141 



Draft Report Results Available to PM (short term study) completed 


0% 

mm 



142 


H 

Scientific data compilation (ShortTerm Clinical) 

No 

0% 

mm 


Tue 8/10/04 

142 


m 

Scientific data compilation (ShottTerm Clinical) completed 

Yes 

MSI 


Tue 8/10/04 

Tue B/ 10/04 

144 


m 

Final Report Preparation 

NO 

0% 

20 days 

wed 7/14/04 

Tue 8/10/04 

142 


m 

Final Report Completed 

Yes 

6% 

0 days 

Tue 8/1 C/04 

Tue 0/10/04 

146 


Hi 

Clinical-Long Term (Study a goes here) 

NO 

0% 

295 days 

T«& 7/1/03 

Thu 9/2/04 



m 


Mo 

0% 

30 days 

Tue 7/1/03 

Tue 6/ia«03 


Decision on whether this task belongs to clinical? Needs j 

Dependency fs) 

m 

Define Sludy Objectives 

No 

0% 

Hi 

n 

Fri 8/15/03 

149 


m 

Develop Protocol Summary 

NO 

HI 

HKH! 


Tue 9/9/03 

150 
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PM3006720194 


WSA Master Schedule (Template) 


ID 

TasJt Name 

■mu 

■sum 

Duration 

sun 

finish 

Predecessors 

Cwnmenis 

m 

Project Plan 

No 

0% 

6 days 

Mon 6/18/03 

Fri 8/22/03 



HI 

Development of Project Plan 

NO 

0% 

5 days 

Mon 8/18/03 

Fri 8/22/03 

150 


HI 

Resource Allocation 

No 

0% 

Odays 

Fri $/22'03 

Fri 8/22/03 

153 


hi 

study Buaget/scheduie 

NO 

0% 

0 days 

Fri 6/22/03 

Fri 6/22/03 

164 


n 

CRO Services 

No 

0% 

27 days 





m 

Clinical Site Selection 

NO 

0% 

,r' L 

Fri 6/15/03 

Fri 6/15/03 

150 


m 

Project Agreement with CRO (Study Execution) 

No 

0 % 


Mons/ta'ca 

Tue 9/23/03 

157 

Assumes continuation study; no recruitment or screening 
needed. 

m 

Purchase Requisition lor Study Execution 

No 

0% 

2 days 

Wed 9/24/03 

Tnu 9/25/03 

156 


m 

Monitoring Services 

No 

0% 


Tue 8/9/03 

Thu 10/16/03 



m 

Monitor Selection 

No 

0% 

Odays 

Tue »a’03 

Tue 9/9/03 

151 


H 

Project Agreement For Monitoring Services 

No 

0% 


Wed 9/10/03 

Tue 10/14/03 

161 


■a 

Purchase Requisition lor Monitoring Services 

NO 

0% 

2 days 

Wed 10/15/03 

Thu 10'16/03 

162 


m 

Questionnaire Development 

No 

0% 


Mon 8/18/03 

Tue 9/30/03 

150 


M 

Protocol 

NO 

tw» 

27 deya 

Wod 0/10/D3 

Thu 10/16/03 




Development ol Draft Protocol 

No 

0% 

15 days 



151 


m 

Internal Review of Draft Proiocol 

No 

0 % 



Tue 1(V14/03 

166 


m 

Revise Draft Protocol 

No 

0% 

2 days 

Wed 10/16.03 


167 



Informed Consent 

No 

0% 



Thu 9/25/03 




Development or informed Consent 

NO 

0% 

10 days 

Fri 9/12/03 

Thu 9/25/03 

16SSS+2 days 



External Review ol Draft Protocol and informed Consent 

NO 

6% 

15 days 

Fri 10/17/03 

ThU 11/6/03 

166,170 


m 

Revise Draft Protocol and Informed Consent 

No 

0% 

5 days 

Ffi 11/7/03 

Thu 11/1^03 

171 



Final Orall Informed Consent. Protocol (and IB) 

No 

0% 

0 days 

Thu 11/13/03 

Thu 11/1 a/03 

172 


m 

Data analysis plan 

NO 

0% 


Fri 11 n 4/03 

ThU 1/15/04 

172 

Assumes standardized plan. 

m 

IRB Review 

NO 

0% 

& days 

Fri 11/14/03 

Thu 11/20/03 

173 



JflB .Approval 

No 

0% 


Thu 11/2C/03 


175 


m 

Final informed Consent, Protocol 

No 

0% 

0 days 

ThU 11/20/03 

Thu 11/20/03 

176 


m 

- BttWESLIga Cigarettes ^ 0 oOstJd 

NO 

0% 

0 days 

Fri 8/22/03 

Fri 8/22/03 

153 


Hi 

Te9t Cigarettes 

No 

0% 

0 days 

Tuq i(yi4/03 

Tue 10/14/03 

132 

Assumes product for chert & long term studies produced 
together. 

m 

Clinical Testing 

NO 

0% 

40 days 





m 

Clinical Testing Start 

Yes 

0% 

0 days 

Thu 10/16'03 

Thu 10/16/03 

159.179,163 


m 

Clinical Tesilng In Process 

NO 

0% 

60 ed8ys 

THU 10/ 16/03 

Mon 12/15/03 

181 

Assumes 3*mo expos, period; Incl weekends. 

m 

Clinical Testing Completed 

Yes 

0% 

0 days 

Mon 12/16/03 


162 


M 

Topography Data Available 

NO 

0% 

o days 

Thu 1/1E/04 

Thu 1/15/04 

1B3FS+20 days 


sa 

Lab Analysis 

No 

0% 

105 days 

Fri 10/17/03 

Fri 3/19/04 

182SS 



Data Management 

NO 

0% 

20 days 

Mon 3/22'04 

Fri 4/16/04 

185 



Data Analysis 

NO 

I9 : 

■B 





H 

interim Draft Report (3 month exposure) 

NO 

0% 


Tue 6/15/04 

Tue 7/1 a/04 

182SS+165 days 



Clinical Evaluation Review of Draft Report (3 month exposure) 

NO 

0% 

15 days 



142,183 
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PM3006720195 


WSA Master Schedule (Template) 


ID 


JMomT Mtoftonw) 

SComptere 

Duraiion 

Stan 

Finish 

PrediMMars 

Comments 

190 

fa ran Report Results available to PM (3 month exposure) completed 

Yes 

0\ 

Odays 

Tue GW04 

Tue 8/3/04 

189 


191 

Scientific Data Compilation (3 month exposure) Preparation 

No 

0% 

20 days 

Wed B/4/04 

Thu 9/2/04 

190 


152 

Scientific Data Compilation (3 month exposure} Completed 

Yes 

0% 

Qdays 

Thu 9/2/04 

Thu 9/2/04 

191 


104 

hinfiJ Report (3 month exposure) 

No 

0% 

20 days 

wed 6WQ4 

TflU 9i'S/04 

190 


154 

Final R a port {3 month exposure) Completed 

Ves 

0% 

6 days 

Thu 9/2/04 

Thu 9/2/04 

133 


195 

Clinical-Short Term (MonthotHahidy # goes here)-[lf Needed) 

No 

0% 

280 days 

Tue 7/1/D3 

Tue 0/10/04 



i'S6 

Investigator's Brochure 

No 

0% 

30 days 

Tue 7/1/03 

Tue 8/12/03 

v 

Decision on whether this task belongs to ciiriical? Needs 
Dependency($} 


Baling study ODjectlvos 

No 

0% 

3 days 

Tue 7/1/03 

Thu 7/3/03 

196SS > 

^ : i (JjcrnMAAC^vJf 


Develop Prolocol Summary 

NO 

0% 

15 days 

Mon 7/7/03 

Fri 7/25/03 

197 

its 


Project Plan 

No 

0% 

5 days 

Mon 7/7/03 

Fri 7/11/03 


f' ^AM /1 — 

200 

Development ol Project Plan 

No 

0% 

5 days 

Mon 7/7/03 

Fri 7/11/03 

197 

7J 

201 

Resource Allocation 

No 

0% 

Odays 

Fri 7/11/03 

Frl 7/11/03 

200 


20/ 

Study Sudgevscheaule 

No 

0 % 

Qdays 


Frl 7/11/03 

201 


203 

cno Services 

No 

0% 

64 days 

Thu 7/3/03 

Mon 9/22/03 



204 

Clinical Sila Selection 


No 

0% 

0 days 

Thu 7/3/03 

Thu 7/3/03 

197 


2D5 

Project Agreement with CflO (Recruitment) 


No 

0 % 

25 days 

Mon 7/7/03 

Fri 8/8/03 

204 


200 

Purchase Requisitions for recruitment 

No 

0 % 

2 days 

Mon 8/11/03 

Tue 8/12/03 

205 


*" 

Project Agreement with CRO (Screening, Study Execution) 

No 

0 % 

25 days 

Wed 0/13/03 

Thu ane/oo 

206 


206 

Purchase Requisition fui Study Execution 

No 

0 % 

2 days 

Frl 9/19/03 

Mon 9/22/03 

207 


209 

Monitoring service* 

No 

0% 

27 days 

Prl 7/2E/03 

Thu 9/4/03 



210 

Monitor Selection 

No 

0% 

0 days 

Frl 7/25/03 

Fri 7/25/03 

196 


Til 

Project Agreement for Monitoring Services 

No 

0% 

25 days 

Mon 7/28/03 

Tue 9/2/03 

210 


212 

Purchase Requisition for Monitoring Services 

No 

0% 

2 days 

Wed 9/3'0.3 

Thu 9/4/03 

211 


213 

Development and Validation of Bioanalytical Methods {it required) 

No 

0 % 

130 days 

Mon 7/7/03 

Tue V13/04 

197 


214 

Questionnaire Development 

No 

6% 

30 days 

Mon 7/7/03 

Fri 805/03 

197 


?14 

Protocol 


No 

0*4 

27 days 

Mon 7/20/03 

Thu 0/4/03 



216 

Development of Draft Protocol 


No 

0% 

T5 days 

Mon 7/28/03 

Fri 8/15/03 

t98 


217 

Internal Review ol Draft Protocol 

No 

0% 

10 days 

MOh 6/16/03 

Tue 9/2/03 

216 


2iC 

Revise Draft Protocol 

No 

0% 

2 days 

Wed 9/3/00 

Thu 9/4/03 

917 


219 

Informed Consent 

NO 

0% 

7 days 

Mon 8/4/03 

Tue B/12/03 



223 

Development of Informed Consent 

No 

0% 

7 days 

Mnn 8/4/03 

Tie fl/12/03 

PlfiSR+S days 


2& 1 

External Review 01 Dratt Protocol and informed Consent 

NO 

0% 

15 days 

Fri &'5/03 

Thu 9/25/03 

218,220 


222 

Revise Draft Protocol and Informed Consent 

NO 

0% 

5 days 

Fri 9'26/03 

Thu 10/2/03 

221 


283 

Investigators Brochure available 

No 

0% 

0 days 

Thu 10'2/C3 

Thu 10/2/03 


Need for IRB submission. 

224 

Final Draft informed Consent, Protocol 

No 

0% 

0 days 

Thu 10/2/03 

Thu 10/2/03 

223 


22 5 

Data analysis plan 

No 

0% 

40 days 

Fri 10/3/03 

Mon 12/1/03 

224 

Assumes standardized plan. 

226 

|RB Review 

No 

0% 

5 days 

Fri 10/3/03 

Thu 10/9/03 

224 
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WSA Master Schedule (Template) 



Task Name 


% CompWA 

IXralion 

Sian 

Finish 

Predecessors 

Commems 


IRB Approval 

No 

0%. 

Odays 

Thu Kva-oa 

Thu 10/9/03 

226 



Final Informed Consenl, Protocol 

No 

0% 

Odays 

Thu 10/9/03 

ThU 10/9/03 

227 



Recruitment 

No 

0% 

30 flays 

Frl 10/3/03 

ThU 11/13/03 

22-4205 



Screening 

NO 

0% 

25 days 

Fri 11/14/03 

MOO 12/22/03 

227,207,229 



Request Test Cigarettes 

No 

0%. 

0 days 

Fri 7/11/03 

Fri 7/11/09' 




Preparation of Tesi Cigarettes 

No 

0% 

65 days 

Mon 7/14/03 

Tug 1C/14/03 

231 

Assumes standard timeframe for production 


lest Cigarettes 

NO 

0% 

Odays 

Tue 10/14/03 

Tue 10'14/03 

232 



Clinical Testing 

No 

0% 

5 (Joys 

Mon 12/22/03 

Thu 1/1/04 




Clinical Testing Start 

Yes 

0% 

Odays 

Mon 12/22/03 

Mon 12/22/03 

229,230,233 



Clinical Testing in Process 

No 

0% 

lOedays 

Mon 12/22/03 


235 

Includes weekends. 


Clinical Testing Completed 

Yes 

0% 

Odays 

ThU 1/1/04 


236 



Topography Data Available 

Yes 

0% 

0 days 

Fri 1/3C1/04 

Fri 1/30/04 

237FS+20 aays 



Lab Analysis 

No 

0% 

60 days 

Fri 1/2/04 

Fri 3/26/04 

237 



□ala Management 

No 

0% 

20 days 

Mon 3/23/04 

Fri 4/2 a'04 

239 



Data Analysis 

NO 

0*4 


Mon 4/26/CM 

Mon 5/24/04 

240 



Draft Report 

NO 

0% 


Tue 525/04 

Mon 6/21/W 

239/240,241 



Clinical Evaluation Review of Draft Report 

No 

0% 


Tue 6/22/04 

Tue 7/13/04 

242 



Draft Report Results Available to PM (short term menthol study) completed 

Yes 

0% 


Tue 7/13/04 


243 



Scientific data compilation (ShortTerm Menthol) 

No 

0% 

20 days 

Wed 7/14/04 

Tue 8/10/04 

243 



Scientific data compilation (ShortTerm Menthol) completed 

YC3 

0% 


Tue 8/10/04 

Tue 6/10/04 

245 


247 

Final Report Preparation 

No 

0% 


wed 7/14/04 

Tue e/UVCM 

243 


24 8 

Final He port Completed 

Yes 

0% 

Odays 

Tue 8/10/04 

Tue 8/10/04 

247 


240 

Communications 

No 

0% 

310 days 

Tue 7/13/04 

ThU 10/6/05 



m 

Produci and Method Bibliography 

No 

0% 

20 days 

Wed 11/10/04 

Thu ^ 2/9/04 


Happens about a month before SOS sent to SAB members. 

251 

Scientific Symposium on (if applicable) completed 

Yes 



Tue 7/13/04 

Tue 7/13/04 

143 


232 

Internal 'debate 1 of proposed claims & supporting science completed 

Yes 

0% 

Odays 

Thu 5/26/05 

Thu 5/26/05 

270S5+5 days 


253 

Scientific Q and A completed 

Yes 

0% 

Odays 

Thu 6/2/05 

Thu 6/2/05 

270SS+10 flays 


fed 

Presentation Tor external audience completed 

Yes 

0% 


Fri 7/8/05 

Fri 7/8/05 

253,273,275 


m 

Update PREP section ot pm science weosite 

No 



Mon 7/11/05 

Fri 7/15/05 

90.275,27 7FF, 253 



Update PREP section of PM science website completed 

Yes 

0% 

0 days 

Fri 7/15/05 

Fri 7/15/05 

255 


251 

Claims communication to regulators 

No 

CK 


Mon 7/18/05 

Thu 10/6/05 

254,256,277SS 


Z50 

Claims communication to regulators completed 

Yes 

6% 


Thu 10/6/05 

Thu 10/6/05 

257 


259 

Surveillance Plan Development and Execution 

No 

0% 

265 days 

Wed 9/22/04 

Wad 10/12/05 



250 

3rd Party Vendor Contract 

No 

0% 




U&MLBM 

Needs dependency 

261 

3rd Party Vendor Contract completed 

Yes 

0% 

0 days 

Tue 10/26/04 


260 ' 


262 

Surveillance plan development 

No 



Fri 12/10/04 

Thu 5/5/05 

90FF.261 

finalized by completion ot SDS 

253 

Surveillance plan completed 

Yes 

0% 

Odays 

Thu 5/5/05 

i hu 5/5/05 

262 


264 

Surveillance plan execution 

NO 

0% 



Wed 1Q/12/D5 
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PM3006720197 


WSA Master Schedule (Template) 


m 

Task Name 

1 

m 

Questionnaire Constructed 

No 

m 

Finalized {IRB approval) 

No 

n 

Completed 

No 

Pnase t: Benavorial Assmt, Exposure Esomasm & complain! Monitoring (siarrj 

yes 

SAB's & External Dates 

NO 

KKI 

Scientific Data Summary (Non-clinical & Clinical) sent it> SAB Members 

Yes 


Scientific Data Summary (Non-clinical & Clinical) review by SAB members 

No 

Scientific Data Summary (Non-clinical & Clinical) review by SAB members (completed) 

Yes 

Hi 

m 

m 

Presentation to SABfProposed) 

Yes 

SAB Recommendations 

No 

WSA final recommendations (includes final business review) 

No 


WSA final recommendations (includes final business review) completed 

Yes 


Product announcement io stakeholders (start) 

Yes 


Duration 


5 days 


Thu 7/7/05 


Ffl 7/8/05 


Fri 7/15/05 


Predecessors 


Thu 5/12/OS 263 


Thu 5/26/05 265 


Thu 5/26/05 266 


mo Kyi2/05 27SS5 


Tue 11/H/05 


Thu S/19/05 S3 


ThU 6/1 &/051271 


Thu 0/16/051271,252 


/starts same line as cJ/strtftution dwe/iaimch 


14/28/03: new task/rmlestone added by Ken 


Ffl 7/8/05 

275 

Fri 7/15/05; 

276FF+5 days 

Tue 11/6/05 

277FS+1?w«-5 


4/26/03: additional review time added by Ken. 


EstlmateLag time beiween these two events 


Fstimalfl! ag time between these two events 


WSA Master Plan Template fi-1i-03.mpp 
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